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SPECTRACEF
STERILE CEFEPIME HYDROCHLORIDE
INJECTION

Product Name Spectracef 0.5, 1, 2 gm,
Actve Ingredient Eachvial contains sterie cefepime 0.5 g, (as strle mixure of Cfepime Hyﬂmcmome and L-Arginine =1
Each vial contains sterile cefepime 1 gm. (as sterile mixture of Cefepime hydrochioride and L- Arginine

Each vialcontaing sterl celopime 2 g (a serle miture of Cfepime hycochionde and L - ArGiine % o
Dosage Form Powder for solution for injection

Physical characters before reconsiitution: off white powder after reconstitution: clear pale yellow solution.
DESCRIPTION

CEFEPIME (Cefepi ibiotic. CE
intravenous administration.

CEFEPIE s  steile mixure ofceepime hydtochoride and L-Argnine, the LArgiine at an approsimate concentaion of 725 g of
cefepime. Is added to control the PH of at4-6. Cefepime is white to pale yellow in color, and
is highly soluble in water; constituted solutions of cefepime will vary in color from colorless to amber.

CEFEPIME s supplied in vials equivalent 1o 500mg, 1 gm. and 2 of cefepime.

INDICATIONS AND USAGE

CEFEPIME s indicated in the treatment of the following infections caused by suscepible strains of the designated microorganisms (See
also precautions: Pediatric Use and (DOSAGE AND ADMINISTRATION). Pneumonia (moderate to severe) caused by Streptococcus
pneuronise, icuing cases associted wih concurent bamevsm\a‘ Pseudomonas aeruginosa, KehsleHa neumana o Eerobacier

LI

d as indicated.
durng reatment with CEFEPIMEIn hertatological studes of i ransfusion cross.mathing procedures when aniglobuln tests are
performed on the minor side or in transfusion cross-matching procedures when antiglobulin tests are performed on the minor side or in
Coombs tsing o nevborns cse mabher v recelved Cephaisporn snibc belore partriion, . smmm be ecognized that a
mbs test may be due (o the drug. CEFEPIME (cefepi should be pr ution in

Fistoy of Gastoimestinal cisease., pariculany colis, Argiine has been shown 1o ale glucosé metabolism and elevate serum potassiu
ety whon sinisioro ot 33 s th scunt providd by e i thcarmned uan doss of CEFEPINE. The et of
lower doses is not presently kn
Speciel wairings and procautlons for use

other type of
products 10 these medi
Carcinogenesis Mutagenesis and Impairment of Fertili
Invitro and vivo tesits for genotoxicity have shown thal cefepime is not genotoxic No
Impairment of fertity has been seen in rats.
Pregnanc:
Reproducive studies in mice, rats, and rabbits showed no evidence of fetal damage; however, there are no adequate and well-controlled
Studies in pregnant women. Because animal reproduction studies are not aways predictive of human response, this drug should be used
during pregnancy only if clearly needed.
Nursing Mothers
Cefepime is excreted in human breast milk in very low concentrations. Caution should be used when cefepime administered to a nursing
woman.
Gerialric Use
Inliriclstuls,when ot patentsrecelved o usua ecommended ekt do
Clricalafcacy and salty s comparai 1o chal eftacy snd nomgeriatric adut patiets unless the patients had re

toother
to Spectracef as well

patients. In patients at high fisk for severe infection umumng patents with & Hstory of recont pone martow wansplantaton, it
ypotrsion at pressnation. wih an underling hematlagcal mallnancy, or wih severs of peknged neurogeia). aricroial
rapy m: be appropriate. Insufficient data exist to support the efficacy pime monotherapy in such patients.

Uncompicated and Complcatéd Utinay Tact Infections (nolading pyclonephi) cause by Escheiha cl or Klebiella peumonia,
When the nfaction s severe, or Gausod by Eschorchi o, KlehSela preumonie. or Proteus miabie, when he iccion & i 10
madetts, ncing cases sssoce with concant bctsremia WA these plcrorganias Unwmplmaled skin ad i sictre
infection caused by aureus (methicli nly) or jenes. Complicat

infectons (used n combinaion wih Meronazae) Caused by Escherchia oal, vifdlans grop Sepiotocc, Pecudomonss aeruginosa,
Kiebsiella pneumonia, Enterobacter species, or Bacteroides fragils.

PIME CEFEPIME
should be used only [ rea o prevent infections hat are proven or srongly suspecied o o coveen by suscepme bacteria, when culture
. Inth

data local ep sus:emmllmj pattens.

DOSAGE AND ADMINISTRATION

CEFEPIME can be administered either intravenously or intramuscularly; the dosage and route vary according to the susceptbily of the

causaive crganisms,the severiyof me infection, renal function, and overall conifion of the patient.

Adults and pediatric patients

Guideines r dosage o SEFEPIME o aduts and pediatrc patients with body weights > 40 kg with normal renal function are provided in
rable 1

TABLE 1 Recommended Dosage Schedule for Aduls with Normal Renal Function (Aged 12 years and older)

therapy.

Severty of Infection | Dosage and Route of Admiistraion | Dosing Interval
Wi 10 moderate Urinary 500mg-1g Quzn
ractinfections (UTI) Worim

nal
oden broongaton I lmination rat e and lowet rone learance values compared o hose seen n younger
GE

Etepime & toown 1o e Subtantaly exceted by he Kiiney and the sk of e reactions 1o s dnig may be greater i patiens wih
impaired renal function. Because elderly patients are more likely to have decreased renal function, care should be taken in dose selection
and renal function should be monitored (sea WARNING, ADVERSE EVENTS, and CLINICAL PHRMACOLOGY) Serious adverse events,
including ieversible encephalopathy (disturbance of consciousness including confusion, hallucinations, Stupor, and coma), myoclonus,
seizure (including nonconductive status epilepticus), andor renal failure have occurred in geriatric patient with renal insuffiency given the
usual dose of cefepime (see WARNING and ADVERSE EVENTS),

Drivingloperating machinery

“The effect of cefepime on driving and operating machinery has not been studied.

Adverse reaction

Clinical TRIALS

0.5%) patents discontinued mecliaton e t adverse everts thought by the inesigatrs t be passy probably o ot arainly
related (51%) of These p: 0 because of rash.

Fash increased withth igher recommanded dosss. The Tolowing adverse events were (hught o be probay elated 1 Celepme HOL
During evaluation of the drug in clinical trials.

Adverse reactions Cefepime Multple-dose dosing Regimens

« Local reaction, irrespective of relationship to cefepime in those patients who recsived intravenous infusion

INCIDENCE EQUAL TO OR GREATER THAN 1%: Local reaction, including phiebitis, pain Andor inflammation; rash.

INCIDENCE LESS THAN1% BUT GREATER THANO.1%: Colilis (Including pseudomembranous colits), diarthea, erythema, fever,
headache, Nausea, oral moniiasis, pruritus, uricaria, vaginiis, vomiting. Al the higher dose of 2 g every 8 hours, the incidence of
probably-related adverse Events were consisted of rash, diarthea, nausea, vomiting, pruritus, fever, and headache. The
following adverse laboratory changes, irtespective of relationship 1o therapy with cefepime, were seen during ciinical trials. Adverse
Laboratory Changes Cefepime Muliple-Dose Dosing Regimens

“Hypocalcamia wes mors comman among ekery patnt.Clical consequances rom changes i sher caeum of posphorus wes ot
reportec

NEIDENCE LESS THAN 19 BUT GREATER THAN 019 ncreased ALTISGPT, ASTISGOT, eosinophi abrormal PTT,PT,aneria
INCIDENCE LESS THAN 1% BUT GREATER THAN 0.1%; incressed akaline phospha icium, creatinine, phosphorus,
ptasaium, otal bl decreased caio, Hemetocr, neuropnls, pteeie WEC. o s afety pmne was seen in clinical lials of
pedialrc patens (see PRECAUTIONS PEDIATRIC USE).

i seizures associaled wih drug therapy occu, the crug should be disconinued. Aniconwisant thrapy can be given i clrically

shoud betakento adjust daiy dosage in patien withranal nsuffiancy o olhr conilon tha may comproise
otic concentrations that can lead or contribute jents, including renal

WG to moderate infections 1o

other than (UT)) Worim Qun

Severe infections. 20V Qizn

Very severe or lfe

i Qe stmarketing Experience.
Usual duration of therapy is 7 - 10 days; g P of
usual duration of therapy is 7 days or until resolution of neutropena. ,E,m ,mm“ o reduce antibi
SURGICAL PROPHYLAXIS (ADULTSJ
ey is as follow:

Asingle 2 g dose of CEFEPIME. (as 230 minute usion. 56 PREPARATION OF SOLUTIONS AND ADMINISTRATION) saring 60
minutes before initial surgical incision.
A single 500 of Metronidazole should be administered immediately following completion of CEFEPIME infusion. The
Metronidazole dose should be prepared and administered in accordance with the official product labeling. Due to incompatibilty of
Cefepime Metronidazole should ot be mixed together in the same container (see COMPATIBILITY AND STABILITY): flushing of the
intravenous line with a compatible fluid before infusion of the metronidazole is recommended.
If the surgical procedures lasts longer than 12 hours from the initial prophylactic dose, a second dose of CEFEPIME followed by
metronidazole should be administered 12 hours following the inital prophylacic dose.
PEDIATRIC PATIENTS WITH NORMAL RENAL FUNCTION (Aged 1 month and older)
Usual recommended dosages:
- Pnieumonia, urinary tract infections, and skin and skin structure infections:

Patients 2 months of age and bodyweight 40 kg: 50 mglkg q 12h for 10 days.
For more severe infections, a dosage schedle of  8h can be used.
- Sepiicemia, bacterial meningits, and empirc treatment of febrile neutropera:
Patients 2 months of age and bodyweight 40 kg: 50 makg q 8h for 7 - 10 days.
Experience i theuse ofn pediaic patients 2 monihs of age i, whie X

deling of 30 mg/kg q 12hor q
forpatins Aged 1 month up 0 2 monthe. o the sa mg/kg o o et 5 e ‘age and the 30 mgkg patients between 1 and
2 months of age are comparable o the 2 g adult doss
EPIME o

For pedialric patients with bodyweights 40 kg, adult dosing recommendations apply
(Seetable 1), Dosage in pediatric patients should not exceed the maximum recommended dosage in adults (2 g q 8h). Experience with
intramuscular adminisiration in pedialric patients is imited.
PATIENTS WITH IMPAIRED RENAL FUNCTION
in patients with impaired renal function, the dose of CEFEPIME should be adjusted to compensate for the slower impairment of renal
elimination. The recommended initial dose of CEFEPIME in patients with mild to moderate renal impairment should be the same as in
patients with normal renal function. The recommended maintenance dosages of CEFEPIME in adult patients with renal insufficiency are

presented in table 2.

a serum creatinine measurement is availabl, the following formula (Cockeroft and Gault equation) may be used 1o estimate

creatinine clearance.
‘The serum creatinine should represent a steady state of renal function:
Males: creatinine clearance (mL/ min) = weight (kg) x (140 - age) / 72 x serum Creatinine (mg / dL)
Females: 0.85 x value calculated using formula for males.

Table 2
(it min) Recommended maintenance dosage.
oo
%0 2yn  2aun  lgqun  somgaun
EE) 20 qizn 2 o So0mg 4
21
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Hemodysi S0 2| 500mg a2 s00mg azan | soomo a
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Phamacokinetic modeling indicates that reduced dosing for these patients is necessary. Patients receiving cefepime, who undergoing

Goncomitant hemodialysis should bo dosed as follows, 1 gram loading dose on the first day of cofopime therapy and 500 mg por day

thereafter. On dialysis days, cefepime should be administered following dialyss. Whenever possible cefepime should be administered at

th same e each ey

Dialysis pat

I paints undergoing hemodiasi, oproimael 6% o te totalamoun of celeime present  th bodya h st of il wil be

removed during a 3 hours dialysis period.

In patients undergoing continuous ambu\almy pertonealdalysls, celepme may be suminslered at th same doses recommended for

palients with normal renal function, . 1 or nding on infection severiy, but at a dosage interval of every 4

PEDIATRIC PATIENTS WITH IVPAIRED RENAL FUNGTION: since uinary éxcreton i (he pimary route of elminaon of cefepime in

pediatric patients (see CLINICAL PHARMACOLOGY), an adjustment of the dosage of CEFEPIME should be considered in tis popuation.
the table 2 above,

isavalabl,creatnine latance may b esinated using eher of e folluing methods

Greatinine clearance (mL/ min/ 1.73 m2) = 0.55 x height (centimeters) / serum creatinine (malcl

Creniming clssance (1 iy 173 m2) - 055 x e comimtes 3. soram xcmsng (i)

impaired Hepatic function

No dosage adjustment is necessary for patients with impaired Hepatic function

PREPARATION OF SOLUTIONS AND ADMINISTRATION

MAXIPIME powder is o be constiuted using the volumes of diuent shown i Table 3; the diluents o be used are identifed.

Following this tabl:

Table 3 Preparations of solution of CEFEPIME

A
10'be acded (ml) volume (L) concentasen (mgimL)

Vo

500 mg vial s 55 100

19 vial 10 13 100

29 vial 10 125 180

[re——

500 mg vl 13 18 20

1g vl 24 3s 20

Intravenous (1v) admiristrtion: The IV route is preferable for patients wh
Severe orIfe-threatening infections, particularly f the possibilty of shock i presen.

For diect IV adminisiraiion, CEFEPIME constutd wih strls walor for irecion $% Dextoss nfcion, o 09% Sodum
Chioride using the diluent inTable 3. The Should b into the vein over a period of 310 5
inco o nected o th Lubing of an adminsraion 5t o patent s 1oG6vg  compaibie IV ud (So6 GOMPATIBILTY AND
STABILITY

For IV infusion, the 500mg, 1g. 29 vials of Cefepime should be costtuted as noted above for direct IV adminisraton, then add the
approprte uanity o th rsuling soluton 1 an V contalner wihaneofthe compatle I i denied under COUPATIBILITY AND
STABILITY. Altenatively, the 1g

IV s st n the COVPATIBILIY AN STABILITY secton

other se events, inc|
el . wih et cephalosporin, anaphylocs incing anaphyacie Shock, i Leucopenia neuuonema agranulocytosis and
thrombocytopenia have been reported.

In case of 3 function, aidin the

y:
function (see DOSAGE AND ADMINISTRATION, WARNINGS, AND ADVERSE REACTIONS). Symploms of overdose include
encephalopathy (disturbance of consciousness including confusion, hallucinations, stupor, and coma), myoclonus, seizures, and
neuromuscular excitabilty.

Clinical pharmacology

Average lasma concenraons of celepie bserved n ol adul meles t variousmes followingsingle S0-miute IV infusionsor
injections of 500 m table 5. Followin
Tavie & Mean Prasma Concontratons of Celepme (negim)n nealmy adult male subjects

Cofepimedose | 5t | i | anw | st | sw | _ten
soomgv | 382 | 215 | me [ so [ 14 | 0z
1g1v 77 | as | 243 | Tos [ 24 | os
2gIv AR AR
500 mg M s [ 120 [ es | 19 | o7
Tgm Ges | 2o | s | deo | s | e
291 31 | s | si3 | as [ s7 | 23

‘Concentrations of cefepime in specific tissues end bady flids are shown in Table 6.
Table 6 Mean concentrations of Cefepime in various body fluids (megimi) and tissues (mcg/g) in Healthy adult male subjects

Tissue or fluid Dose (V) )
500mg o4 202
Urine 1 04 o2
29 o4 2120
29 o1 78
Pertoneal fluid 29 2 183
Bister flid 29 15 814
ronchial mucosa 29 8 261
Sputum 29 0 74
Prosiate 29 10 315
Appendix 29 57 52
Gall bladder 29 89 1o

Cefepime is metabolized to N-methylpyrrolidine which is rapidly converted 1o the N-oxide. Urinary recovery of unchanged cefepime
accounts for approximately 85% of the administered dose; high concentrations of unchanged cefepime are found in the urine. Less than
106 0f the administered dose is recovered from urine as N-methylpyrroldine, 6.8% as the N-oxide, and 2.5% as an epimer of cefepime.
Serum protein binding of cefepime averages 16.4% and is independent of concentration in the serum. Average elimination half Ife of
cefepime is approxmately 2 hours, ann does not vary with ectie dose over the range of 250 g to 2g. There was no accumulation in
Average renal
clearance of cefepime 5 120mLITin, Suggesting that cevemme is iminated amost exlusively by renal mechanism primary glomeriar
filration. Healthy volunteers > 65 years of age, who received a single 1 g IV dose of cefepime, had higher AUC and lower renal ciear
Valoe compared 16, younger subjects, Dosage. adusments n the eldery we recommnded
WARNINGS AND DOSAGE AND ADMINISTRATION). The pharmacokinetics of cefepime was unaltered in patients with impaired hepatic
function who received a 1 g dose. The pharmacokinetics of cefepime did not change to a ciinically significant degree in cystic fibrosis
patients. IL s not necessary to aler the dosage of cefepime in these patient populations. Elimination half-ife is prolonged in patients with
various degrees of renal insufficiency, with a linear relationship between total body clearance and creatinine clearance. This serves as the
basis 4ov dosage acjusment recommendatns n ths group of palrts (s80 DOSAGE AND ADMINISTRATION). _ Aveage halife In
fents

Pedia

Singlo and multiple-dose pharmacokinetcs of cofepime vere evaluated i patints ranging i age fiom 2.1 months fo 112 years who
fecee S0 oK doses admiistered by IV infuson of IM ifcton; e doses were minisiere very 8 or 12 hours o atleas 48
hou

Folon e IV dose, total x 3Ukg
elimination half-ife was 1.7hours. The average urinary recovery of unchanged cefepime was 60.4% of the administered dose, and renal
\eamnce vas the Py patiway ofaiminaton, averaging 2.0 mLimiy. Folowing mulple V coses, mean p\asma roeniatene of
stat similar to after the first dose, with only sight accumulation seen Other
unarmacomeucs oaramerers i nani and chldren were not aaren bomeen fetdese steady Seie mermanatons it o
dosing schedule (Q12h or q8h). There were also
female pationts. Rallowing I necton under atbady (et condiions, mean peak celepme plasma concentation of a8 megimt. were
achieved at a median time of 0.75 hours, the mean trough concentration aiter IM injection at steady state was 6.0 meg/mL at 8 hours.
Bloavalabiiy avcraqcn 523 ofter M nfcton,

relative are shown in Tabl
S aant 159) Flasma (L) and CaF canceniations. and CoFPL AATIOS of Cetepime i Intants and Chilgren
‘Sampling Time (hr) N ) )| Rato csprL
05 7 671(512) 57(13) 012(0.4)
1 4 441078 4305 010(004)
2 5 29<129 38(20) 017(009)
4 H 117 157) a20) 087(056)
8 H 19569 33(28) 102 064>

“Patients ranged in age from 3.1 monihs to 12 years, with a mean (SD) age of 2.6 (3.0) years. Patients with suspected central nervous
f nfu ?

Single
plasma and C ol from selected P tothe end of 20301
p Cinical b
cystic fibrosis
24, madianago 15 yeas agerange 5- 47 yeurs), ihis patient populati
ically of cefepime have not in cystic fibrosis patients.
WICROBIOLOGY
Cetapime by inhibitior
am posiive and gram nagate. bactai, incluing most ains reseant 1o ammeg\ymswdes or third-generation cephalosporins.
Celewme is highly resistant to hydrolysis by most . has a low affiniy for and
xtibls api panataon o gram-negatve actel cels.In e using Eschercia o and Entrcbacter coacee, efepime bound
riciin (PBP) 3 followed by PBP 2, then PBP 1a and 1b. Binding occurs with significantly

30 minutes. Intramuscular EFEPIME shoul
in Table 3: Sterile Water for injection, 0.9% Sodium Chioride wmecmn 5% Dextrose Injection, or Bacteriostatic e or m.e.:xm with

Parabens or Benzyl alcohol, then administered by deep IM Injection into a large muscle mass (such as the upper outer quadrant of the

gluteus maximus)

in o phacsinat sy, doses up t0 10 Voumes < 5.1 ) et asiistaed at srlerfecton hes:he masduen 4 dose (2 152
mh) ugh CEFEPIME. itis usually

not necessary Secaut CEFLIME causes il of no pain upon IM administration.

COMPATIBILITY AND STABILITY

Invavenous: CEFEPINE is compatie af concentratons between 1 and 40 maimt. wihone of e olowing |V nfuson ids: 09% Sodiu
Chloride injection, 5% and 10% Dextrose injections, M/G Sodium lactate injection, 5% Dextrose end 0. Chorte mecton.

Cattated Ringers and 59% Dextrose mecion ‘24hours at room e rfigeraion

‘CEFEPIME admixture compatibity and stability information is summarized in Table 4

WIIIII

Table 4
CErEPWE | AameE T ST
acin s g 2t Tams

o | Ao o e s o
e T 2o o
o | et o e 2o o
o | ampotn 10 o - o o
4 momL. Ampicilin 40 mgimL | NS 8hours. 8hours.
Ao | oo s oW 21 toes aay
Trom | e oo 240 I
gL | g chords NS or 5w 24 s Taars
T T o 2o T
T N srous s
s 0 [ 7o

= aminosyn R Il 4.25% in Dextrose 25% with electrolytes and calcium

Inpersol with 25% Dex

5% Sodim Chiorde jection

usw 59 Dextrose injection

not applicable

oo temperature and light
of

shoud rat e aded o scluton o in, gentamycin,

mgher ity tha 1k of et paromers cephlosporn. This ey onnanco fs atbacerl acity The moderats city of colopm
for PBPs 1a and 1b probably also contributes to its overall bactericidal activty. Cefepime has been shown to be bactericidal by time-kil
analysis (Kdling-curves) and by determination of minimum bactericidal concentrations (MEC) for a wide variety of bacteria. The cefepime
MBGIMIC i was 52 for more than B0 of soltesof agram-posite and g1 tested. Synergy with
has been demonstrated in vitro, primariy with pseudomonas aeruginosa isol
Colopim: has e hown 1 b acive Sgane most Suans o 1 mnow.ng nrgamsms
Gram-positive aerobes

aureus (includi producing strains), epidermidis (including beta-Jactamases producing
Siaing), ot Staprylococs NGudng 5. hoMg, S. saprophYews, SUGPlOCoEeUS PYOgenes (Group A Srplococel), Steplococals
‘agalactia (Group B streptococci), sireptococcus pneumoniae (ncluding intermediate penicilln resistant strains with penicilin MIC of 0.1 to

.G.F).S. Leg
resistant to most

including cefepime.

s (sub sp. Anitatus, Iwoff), Aeromonas hydrophila, Capnocylophaga spp., Cirabacter spp. including C.
dverss,C. reunch Camiobacer o, Emtobacl 9p. Incading . coacae £ erogeneer . suazasl,Echarin s, Cardncla
vagin

Haemnphn\us ducreyi Haemophilus influenzae (including beta-lactamases producing strains) Haemophilus parainfiuenzae Hafnia alvei
Kiebsiella spp. including K. pneumoniae, K. oxytoca, K. ozaenae Legionella spp. Morganella morgani Moraxella catarrhalis (Branhamella
catarrhalis) (including beta-lactamases producing strains) Neisseria gonorrhoeae (including beta-lactamases producing strains) Neisseria
meningitdis Pantoea agglomerans.(formerly known as Entarobecter agglomerans) Proteus spp. Including P. mirabili, P. vulgaris
Providencia spp. Including P. rettgeri, P stuarti Pseudomonas spp. Including P. aeruginosa, P. pufida. P. stutzeri Salmonella spp. Serratia
including S. marcescens, . liquefaciens Shigelia spp.

Yersinia enterocoliica.

Note: cefepime is inactive against many strains of Stenotrophomonas maltophilia (formerly known as Xanthomonas maftophiia and
Pseudomonas maltophila.

Anaerobes: Bacteroides spp. Clostridium perfringens.
Prevotella rmerly known as

Note: cefepime is Bact
Susceptibility tests

Diffusion technique:

Laboratoryrepors i standardized singl-ik suscapley resuls s .30y coloime dik, and nsccrdanos wh the Natonal
Comittee for C| S) she

Spp. Mobiluncus
Veillonella spp.

us spp. spo.

fragilis and

Microorganism one dlameter (mm)

Suscepible (5) | intermediate () | Resistant (%)

Microorganism other than Haemophilus spp.” 218
preumoniae*

15-17 <1

Haemophilus spp.

cin ealor However, f concurrent therapy is

nccares, each of e amibotos can b samiierii o tely.

\mvamuscmav CEFEPIME constiuted s rected Am lahle o sl for 24 hours at room temperature o for 7 days uner refigeration
5% Dextrose injection, bacteriostatic water for

iecton ‘it parzibens or benayl lcohal, o 0 5o of 19 docaine hydrochioide

Note sltes o these species shoul b tstefor suscoptiity using specialzd testing methods. solatesof Haemophiusspp. wih
zones <26 mm should be considered equivocal a further eval
Isolates of S. pneumoniae should be tested agams\ Py g oxacillin i eoates wih xaciln one sizes 2 20 rm may be considered”
susceptible to cefepime.

riiculate matter d notused if atter is present FY— WIC (megimt)

il oher Caphaloaponn. e e af CEFEPIAL poscer and Sokiion may dare on trage: however poduc: potency & uneoced o oot © | emedan () | s @]
CONTRAINDICATIONS -
CEFEPIME is conraindicated in patients who have had previous hypersensitivty reactions to any component of the fomulation, the Microorganism other than Haemophilus spp.*

halosporin class of antibiotics, penicillns or other betarlactam antibiotics. Previous immediate and Jor severe hypersensitvity reaction and S preumoniae* <8 15 =32
o penicilln or to any other beta - lactam medicinal products.

Haemophilus spp. <2
BEFORE THERAPY WITH CEFEPIME FOR INJECTION IS INSTITUTED, CAREFUL INQUIRY Septocecous prewmonias “os i =

'SHOULD BE MADE TO DETERMINE WHETHER THE PATIENT HAS HAD PREVIOUS IMMEDIATE HYPERSENSITIVITY REACTIONS
TO CEFEPIME, CEPHALOSPORINS, PENICILLINS.OR OTHER DRUGSIF THIS PRODUCT IS TO BE GIVEN TO
PENICILLIN-SENSITIVE PATIENTS,CAUTION SHOULD BE EXERCISED BECAUSE CROSS-HYPERSENSITIVITY AMONG
BETALACTAM ANTIBIOTICS HAS BEEN CLEARLY DOCUMENTED AND MAY OCCUR IN UP TO 10% OF PATIENTS WITH A
HISTORY OF PENICILLIN ALLERGY. IF AN ALLERGIC REACTION TO CEFEPIME OCCURS, DISCONTINUE THE DRUG.SERIOUS
ACUTE HYPERSENSITIVITY REACTIONS MAY REQUIRE TREATMENT WITH EPINEPHRINE

AND OTHER EMERGENCY MEASURES INCLUDING OXYGEN. INTRA-VENOUS

Note isltes o these species shoul b testefor susceptiity using specialized testing methods. solatesof Haemophiusspp. wih
2ones <26 mm shoui be conideed squiocaland should Da further svalusod. sclaeg of 5. preurmarise snomu betesied sgainat o .4
g oxacillin disk; isolates with oxacilin zone sizes 2 o red susceplile o ctep! E indicates
et the patnogen s likely to be mhibiad by ganeraly achievabie blood Sovconrsion A roportof miermediae ndcates et the organism
would be susceptible.

PRESSOR AMINES, AND AIRWAY MANAGEMENT, AS CLINICALLY INDICATED.
In patients i creatinine clearance ess than o equal 0 60 mimin, he dose of CEFEPIME (Cefepime hydrochioride) should be
adjusted to compensate for the slower rate of renal elimination. and prolonge

occur from usual dosages in patients with renal impairment or other conditions that may compromise renal function, the
maintenance dosage should be reducing when cefepime is administered to such patients. Continued dosage should be
determined by degree of renal impairment, severity of infection, and susceptibility of the causative organisms. (See specific
recommendations for dosing adjustment n DOSAGE AND ADMINISTRATION.

During post marketng survelance, th folowing srious adverse eveni have been reportd: eversile enceptalopaty (dsurbance of

stupor, and coma),
in paneme with renal imp

Jor renal failure (see ADVERSE EVENTS) received doses of CEFEPIME that

and flids (e.9
are attained. A report of Resistant indicates that the achievable concentration of the antibiotic s unlikely to be inhibiory and other therapy
Should be selected.

Organisms should b tested with the cefepime disk because cefepime has been shown to be active in Vit against cetain strains found to
be resistant with other beta-iactam disks. The cefepime disk should not be used for testing susceptblty o other cephalosporins
‘Standardized qualiy control procedures require the use of control rganisms.

STORAGE

SPECTRACEF stored at dry condition at a temperature not exceeding 25°C and use it directy after reconsfitution.

Spectracef injection 1, 2 gm.
Carton box containing 1 transparent glass (type Ii) vial + 2 ampoules (PE) of 5 ml water for injection and insert leaflet

n general

However,some cases indluded a ftal outcor

Closticium ificlo assocated Garthoa (COAD) has besn roported wih use of nearly all Antibactral agents, induing CEFEPIME, and

may range i severy from mid diathea o fatal colli. Trealment wih antbacteal agents ltrs the normal lora ofihe colon leading lo

overgrouth of Cificle

ol e s v ;i convats t v devopment of COAD o Tosrdicng s of Gl case

increased morbidty and mortalty s these infectionscan be efactory {0 animictobil térapy and may fequre oled

GORD st b consdered il pans o pesnt v e flowing antio Use. Carels e stons i necessary s
o 0ccur over wo Monin afer the acinistraon of antbacteral agens. f CDAD is suspected o confrmed,

ongamg antibiotic use not directed against C.difficile may need to be discontinued. Appropriate fluid and electrolyte managemenl protein

Supplmeiaon, ot et o i, an el valaton s b et 3 cnaly nocted

PRECAUTION

General Pvescnhmg CEFEPIME n h absence o aproven sl suspecte bcer fecton o a rophyacic ndaton ey

op ed

oE 1 CEPRHE oy oo i ovirtom o Forsuatepie s eapented vanaion ot paen snaton t Evsemual

Shoul superiniecion ocour during horapy, approprate measures shod be taken

My Cophaiosporis. inchicing Celepme. ave been assocted wih ih  fal m profhomin acivy. Those atisk nclude patients wih

Tenal or ealc Impaent, o poor ulitonal Sais 8 well 4 paents fecening  proviacied Gourss ofanmirobial herapy. Protombin

of CEFEPIME s

i

P i gm.
Carton box conaning 1 ransparent glass (typelll) vial + 1 ampoule (PE) of 5 ml water for njection and insert leaflet.
Manufacture

Medical Union Pharmaceutials,

(Cephalosporin Plani),

AbuSuan, smali, Egyp
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